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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

OFFICE OF PESTICIDES AND TOXIC SUBSTANCES
MEMORANDUM

DATE: Oct. 11, 2016.
SUBJECT: Science review in support of change in formulation of registered products, 7 %

and 15% Lotion formulations, EPA Reg. Nos. 352-902 and 352-903, respectively,
containing 7 % and 15 % w/w Refined Oil of Nepeta cataria as active ingredient.

Decision Number: 521893

DP Number: 436157

EPA File Symbol Number: 352-902 & 352-903
Chemical Class: Biochemical

PC Code: 004801

CAS Number: 8023-84-5

Active Ingredient Tolerance Exemptions: Non- food

MRID Numbers: 500324-01 -
kpﬂw N

FROM: Clara Fuentes, Ph. D. Entomologist ~_\
Biochemical Pesticides Branch
Biopesticides & Pollution Prevention Division (7511P)

THROUGH: Angela Gonzales, Biologist
Biochemical Pesticides Branch
Biopesticides & Pollution Prevention Division (7511P)

TO: Menyon Adams, Regulatory Action Leader
Biochemical Pesticides Branch
Biopesticides & Pollution Prevention Division (7511P)

ACTION REQUESTED
DuPont Crop Protection has submitted for review upgraded Product Identity and Composition,

and CSF, dated Oct. 04, 2016, to reflect change in product formulation for registered products, 7
% and 15% Lotion formulations (EPA Reg. No. 352-902 and 352-903, respectively).
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COMMENTS AND RECOMMENDATIONS

Product Chemistsy: Acceptable.

Product Identity and Composition, manufacturing process, and discussion of formation of
impurities for 7 %aand 15 % Lotion formulations, EPA Reg. No. 352-902 and 352-903,
respectively, in MRIDs 470033-01 and 474229-01 has been now upgraded in MRID 500324-01
to reflect change it formulation. Refer to Confidential Appendix for specifications.

Mammalian toxiéity: Acceptable.

The formulation arnendment is not expected to change the toxicological profile of the
formulations. It is acceptable to bridge to toxicity data generated on 15 % Lotion formulation
(EPA Reg. No. 352-903) that is being cited in support of registration of 7 % Lotion formulation
(EPA Reg. No. 352-902). These data were reviewed and found acceptable per Roger Gardner’s
review memo dated Oct. 10, 2007.

Table 1. Toxicological profile of 15 % Lotion formulation (EPA Reg. No. 352-903).

'h . . o s
Study Type/OCSPP :Juldelme LDsy/LCso/Results Toxicity MRID
Category
] 469773-01
Acute Oral Toxicity/(:CSPP 870.1100 | > 5,000 mg/kg v
469773-02
Acute Dermal Toxicity/OPPTS IV
870.1200 > 5,000 mg/ke
469773-06
Acute Inhalation Toxicity/OCSPP Waiver v
870.1300
.. 469773-03
Acute Eye Irritation/GCSPP 870.2400 | Minimal effect v
clearing in 24 hours
469773-04
Acute Dermal Irritation/OCSPP Non- irritating WY
870.2500
Skin Sensitization/OCSPP 870.2600 | MOt skin sensitizer | IV 469773-05
Hy.per.sen51t1v1ty incidents (non- None reported
guideline)

The cited toxicity <'ata was reviewed by Roger Gardner’s review memo dated Oct. 10, 2007.




Product Performance: Acceptable.

The formulation amendment is not expected to affect the efficacy of the products. Therefore, data
from etficacy studies in MRIDs 469774-24; 469774-25; 473626-03; 470156-02 shows that
complete protection times against mosquitoes averaged approximately 6 hours for 7 % and 15 %
Lotion formulations. Mean complete protection times against blackflies averaged approximately
7 hours for 7% and 15% Lotion formulations. Doses applied to subjects for testing efficacy are
presented on Table 2. The descriptive statistics associated to protection times are presented in

Table 3 and 4.

Table 2. Doses (mg/cm?) Applied to Test Subjects.
Units 7% Lotion 15% Lotion
mg/cm? 2.56 2.52
g/600cm? 1.536 1.512
mg/m?* 1792 3780
OPPTS 810.3700 rec. values
(2/600cm?) 1.50 1.50

Table 3. Protection times (in minutes) for 7% Lotion formulation on 2 different target
pests, mosquitoes and black flies, tested in the field.

Descriptive Statistics FL- ME- ME- ME-
mosquito | mosquito | black fly | black fly
N 5 5 5 5
Minimum 270 410 338 139
25%ile 276 413 344 310
Median 282 480 480 480
75%ile 469 480 480 480
Maximum 480 480 480 480
Mean 354 453 425 412
StdDev 105 37 75 152
Std Error 47 17 33 68
Lower 95% CI 224 407 332 222
Upper 95% CI 485 499 518 1 601
Normality P value >(0.10 >0.10 >0.10 >0.10
Passed normality test? yes yes yes yes
(0=0.05)
Skewness 0.30 -0.30 -0.30 -1.1
Kurtosis 2.2 -2.2 2.2 -0.92




Table 4. Protection times (in minutes) for 15% Lotion formulation on 2 different target
pests, mosquitoes and black flies, tested in the field

Descriptive Statistics FL- ME- ME-black | ME-black

mosquito | mosquito | fly fly
N 10 10 10 10
Minimum 309 480 318 335
25%ile 320 480 418 458
Median 341 480 476 480
75%ile 461 480 480 480
Maximum 480 480 480 480
Mean 374 480 447 461
StdDev 68 0.0 52 46
Std Error 22 0.0 17 15
Lower 95% CI 325 480 409 428
Upper 95% Cl 422 480 484 494
Normality P value >0.10 - >0.10 0.03
Passed normality test? yes - yes no
(0=0.05)

Mosquito species encountered in Maine and Florida testing sites were identified as: Culex
complex of spp. Ochlerotatus intrudens, Psorophora ferox, Ochlerotatus atlanticus/tormentor,
Ochlerotatus taeniorhynchus, and Culiseta melanura; Culex isolambdis.

Non-target data:

Risk of exposure to non-target organisms is not expected from the use of these products as insect
repellents.

References:

Roger Gardner’s review memos of Mammalian toxicity and Human Health Risk Assessment data
in MRIDs 469773-01 through 469773-5, dated Oct. 10, 2007.
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*Manufacturing process information may be entitled to confidential treatment*

*Inert ingredient information may be entitled to confidential treatment*

g

CONFIDENTIAL APPENDIX

MRID 500324-01, Manufacturing Process:

Discussion on Formation of Impurities:

No impurities are anticipated during the formulation process.

MSDSs are included from the suppliers of the inert ingredients replacing ||| G-




UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460
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OFFICE OF CHEMICAL SAFETY
AND POLLUTION PREVENTION

October 26, 2016

Bonnie J. Bieber

Product Registration Specialist
DuPont Crop Protection
Stine-Haskell Research Center
1090 Elkton Road (S300/431)
Newark, DE 19711

Subject: Pesticide Registration Improvement Act (PRIA) Label and Formulation Amendment —
amend the description of formulation process, basic CSF and label to the registration.
Product Name: Refined Oil of Nepeta cataria 7% Lotion
EPA Registration Number: 352-902
Application Dates: September 23, 2016 and October 17, 2016
OPP Decision Numbers: 521893 and 522873

Dear Ms. Bieber:

The amended labeling and Confidential Statement of Formula (CSF) referred to above, submitted in
connection with registration under the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), as
amended, are acceptable.

This approval does not affect any terms or conditions that were previously imposed on this registration.
You continue to be subject to existing terms or conditions on your registration and any deadlines
connected with them.

Please note that the record for this product currently contains the following acceptable CSF:

e Basic CSF dated 10/04/2016
Any CSFs other than those listed above are superseded/no longer valid.

A stamped copy of your labeling is enclosed for your records. This labeling supersedes all previously
accepted labeling. You must submit one (1) copy of the final printed labeling before you release this
product for shipment with the new labeling. In accordance with 40 CFR § 152.130(c), you may
distribute or sell this product under the previously approved labeling for 18 months from the date of this
letter. After 18 months, you may only distribute or sell this product if it bears this new revised labeling
or subsequently approved labeling. “To distribute or sell” is defined under FIFRA section 2(gg) and its
implementing regulation at 40 CFR § 152.3.




Page 2 of 2
EPA Reg. No. 352-902
OPP Decision Nos. 521893 and 522873

Should you wish to add/retain a reference to your company’s website on your label, then please be
aware that the website becomes labeling under FIFRA and is subject to review by the U.S.
Environmental Protection Agency (EPA). If the website is false or misleading, the product will be
considered to be misbranded and sale or distribution of the product is unlawful under FIFRA section
12(a)(1)(E). 40 CFR § 156.10(a)(5) lists examples of statements the EPA may consider false or
misleading. In addition, regardless of whether a website is referenced on your product’s label, claims
made on the website may not substantially differ from those claims approved through the registration
process. Therefore, should the EPA find or if it is brought to our attention that a website contains false
or misleading statements or claims substantially differing from the EPA-approved registration, the
website will be referred to the EPA’s Office of Enforcement and Compliance Assurance.

Your release for shipment of this product constitutes acceptance of these terms. If these terms are not
complied with, this registration will be subject to cancellation in accordance with FIFRA section 6.

If you have any questions, please contact Ms. Menyon Adams of my team by phone at (703) 347-8496
or via email at adams.menyon@epa.gov.

Sincerely,
< 2

Andrew C. Bryceland, Team Leader

Biochemical Pesticides Branch

Biopesticides and Pollution Prevention Division (751 1P)
Office of Pesticide Programs

Enclosure
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INITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

September 28, 2016

OFFICE OF CHEMICAL SAFETY
AND POLLUTION PREVENTION

OPP Decision Number: D-521893

EPA File Symbol or Registration Number: 352-902

Product Name: REFINED OIL OF NEPETA CATARIA 7% LOTION

EPA Receipt Date: 26-Sep-2016

EPA Company Number: 352

Company Name: E.I. DU PONT DE NEMOURS AND COMPANY (S300/419)

BONNIE J. BIEBER

E. L DU PONT DE NEMOURS AND COMPANY

DUPONT CROP PROTECTION - STINE-HASKELL RESEARCH CENTER
PO BOX 30

NEWARK, DE 19714-0030

SUBJECT: Receipt of Registration Amendment Subject to Registration Service Fee
Dear Registrant:

The Office of Pesticide Programs has received your amendment and certification of
payment. If you submitted data with this application, the results of the PRN-2011-3 screen will
be communicated separately. During the administrative screen, the Office of Pesticide Programs
has determined that this Action is subject to a Pesticide Registration Service Fee as defined in
the Pesticide Registration Improvement Act.

The Action has been identified as Action Code: B680

AMENDMENT;MICROBIAL/BIOCHEMICAL;REGISTERED SOURCE OF ACTIVE
INGREDIENT;NO NEW USE(S);NO CHANGE TO AN ESTABLISHED TOLERANCE OR
TOLERANCE EXEMPTION;REQUIRES DATA SUBMISSION;REDUCE FEE:
ASSOCIATED WITH ANOTHER PRIA ACTION;

No additional payment is due at this time. If you have any questions, please contact
the Pesticide Registration Service Fee Ombudsman at (703) 308-1259.

Sincerely,

2 N e ¥ N

Front End Processing Staff

Information Technology & Resources Management Division

11
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Receipt

Your payment is complete
Pay.gov Tracking ID: 25U594VO
Agency Tracking ID: 75100595620
Form Name: Pesticide Registration Improvement Act - Prepayment
Application Name: PRIA Service Fees
Payment Information
Payment Type: Debit or credit card
Payment Amount: $1,277.00
Transaction Date: 09/28/2016 01:08:39 PM EDT
Payment Date: 09/28/2016
Registration Number: 352-902
Company Name: E.l.du Pont de NemoursCo
Company Number: 352
Action Code: B680.1
Account information
Cardholder Name: Bonnie Bieber
Card Type: Master Card
Card Number: ********++++9011
Email Confirmation Receipt
Confirmation Receipts have been emailed to:
bonnie.j.bieber@dupont.com

14




Please read instructions on reverse before com, fo

P United States Registration | QPP identifier Number
fIEPA Environmental Protection Agency X | Amendment
Washington, DC 20480 B Other
Application for Pesticide - Section |
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification
352-902 Linda Hollis
Eﬂm D Restricted

4. Company/Product (Name) PM#
Refined Oil of Nepeta Cataria 15% Lotion
5. Name and Address of Applicant finclude ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(c){3)
DuPont Crop Protection (b)i), my product is similar or identical in composition and labeling
Stine-Haskell Research Center, to:
1190 Elkton Road, Newark, DE 19711 ATTN: B. Bieber EPA Reg. No.

D Check if this is a new address Product Name

Section - Il
EI Amendment - Explain below. Final printed labels in response to
Agency letter dated

D Resubmission in response to Agency letterdated ____ D "Me Too" Application.
I:I Notification - Explain below. D Other - Explain below.

Explanation: Use additional page(s) if necessary. (For section | and Section I1.)
Submission of a Revised Description of Formulation Process and amended CSF for Refined Oil of Nepeta Cataria 15% Lotion
(EPA Reg # 352-902)

Section -

1. Material This Product Will Be Packaged in:

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container
B Yes* Yes B Yes Metal
Plestic
No No No - Glass
. . i "Yes" No. per If “Yeos" No. per Peper
* Certification must Unit Packaging w, container Package w container Other (Speci
be submitted ging wgt age wgt | r (Specify)
3. Location of Net Contents Information 4. Size(s) Retail Container 5. Location of Label Directions
On Label
D Label D Container : On Labeling accompanying product
€. Manner in Which Label is Affixed to Product Lithograph ﬁ Other
Paper alued
ot Stencifed
Section - IV "%
1. Contact Point {Complete items directly below for identification of individual to be contacted, if necessary, to process this appljcatigg.)
Neme Title ) ) o Telephone No- ﬂM- Area Codale o
Bonnie J. Bieber Product Registration Specialist (302) 451-4526 s ¢
] =t 0 X EEE]
Certification 6. Mﬁoplimon *e’
| certify that the statements | have made on this form and all attachments thereto are true, accurate and complets. Rw?.‘t eooe
t acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or ."ﬁmp.d) e o
both under applicabie law. . eseee
2. Signature 3. Tite Secese
‘V)§L Ve Product Registration Specialist ® aes
[ .s ® :
4. Typed Name S. Date
Bonnie J. Bieber 23-September-2016

EPA Form 8570-1 (Rev. 8-94) Previous editions are obsolete. Whita - EPA Flle Coov larlainal) Yallow - dshleant Conv




*Inert ingredient information may be entitled to confidential treatment*

Duk'ont Crop Piotechon

Stine Haskell Reseairh Cenler
PO Box 30

Mewark DR 19714-0020

CONTAINS CONFIDENTIAL BUSINESS INFORMATION
ACTION: Submission of Amended CSF and Revised Description of Formulation Process
FEE CATEGORY: B680 REGISTRATION FEE: $5,107

September 23, 2016

Ms. Linda Hollis

Biopesticides and Pollution Prevention Division (BPPD)
US Environmental Protection Agency

Office of Pesticide Programs (7504P)

One Potomac Yard

2777 South Crystal Drive

Arlington, VA 22202

SUBJECT: Submission of Revised Description of Formuiation Process and Amended

CSF’s for:
EPA Registration Number Product Name
352-903 Refined Oil of Nepeta Cataria 7% Lotion
352-902 Refined Oil of Nepeta Cataria 15% Lotion

Dear Ms. Hollis

Amended Confidential Statements of Formula (CSFs) for the two subject products are
enclosed. The purpose for submission of these amended CSFs is to replace one of the inert
ingredients present in both formulations [ l) with substitute inert ingredients that
are listed on EPA’s list of approved inert ingredients. This substitution plan was discussed
with BPPD staff (Linda Hollis, et al.) in a meeting on September 14, 2016.

As presented in that meeting, [ wil be replaced with the following inert
ingredients:

Eoldu PPont de Nemoues and Company 1of2

16




*Inert ingredient information may be entitled to confidential treatment*

CONTAINS CONFIDENTIAL BUSINESS INFORMATION

Taken together, these substitute ingredients are:

Chemically equivalent to

. Serve the same purpose in the formulations

. Present at the same concentration (combined) as [ N

In addition to the substitution described above, the following non-substantive changes are

being made to both CSFs to update the information and correct minor errors on the current
CSFs.

Those changes are:

1. For the TGAI (Refined Oil of Nepeta cataria) — Update of the CAS No. to
952722-18-8. This is the CAS No. listed in the Biopesticides Registration Action Document
for the TGAI, dated August 25, 2010.

Also being submitted is a revised description of the formulation process for the subject
formulations. This revised document updates the list of formulation ingredients and the

description of the formulation process to be consistent with the amended CSFs, which are
enclosed.

Enclosed in support of this submission are three copies of the report titled "Refined Oil of
Nepeta Cataria: Identity and Composition of 15% Lotion and 7% Lotion — Revision to
original report identified as MRID 4700330" (identified as DuPont-47695), Form 8570-1, a
data transmittal document, one copy of the existing CSF's for each of these formulations,
and two copies of the proposed CSF’s for each formulation, one with changes highlighted.

Please contact me at (302) 451-4525 or by email bonnie.j.bieber@dupont.com if you have
any questions or need additional information regarding the requested action.

Sincerely,

‘fﬁ%’ | N
Bonnie J Bieber

Product Registration Specialist
DuPont Crop Protection

21 du Pont de Nemaours and Company 20f2




DATA TRANSMITTAL DOCUMENT
Refined Oil of Nepeta cataria

Name and Address of Submitter:

E.I. DuPont de Nemours and Company
1090 Elkton Road

P.O. Box 30

Newark, DE 19711

Phone (302) 451-4525

Regulatory Action in Support of Which this Package is Submitted:
Information submitted in support of continued registration.

Product Name EPA Registration No
Refined Oil of Nepeta cataria 352-901
Refined Oil of Nepeta cataria 7% Lotion 352-903
Refined Oil of Nepeta cataria 15% Lotion 352-902

Transmittal Date: September 23,2016, 2016
List of Submitted Studies:

Data Doc Number Study Title MRID
Requirement
880.1100 Refined Oil of Nepeta Cataria: Identity
880.1200 and Composition of 15% Lotion and 7%
880.1400 DuPont-47695 Lotion — Revision to original report
identified as MRID 47003301

Submitter: %ﬁ%‘ e — ) Date:  23-Sept-2016

Bonnie J Bieber

Product Registration Specialist

Company Name: E.I du Pont de Nemours and Company

Comreny Bonnie J Bieber
Contact:




21-Day Screen of Amendment
(Completed by Contractor)

21-day Expires on _// =/ /- /¢

Document Part Of: 352 - Goa
MRID, If Any: D003

Content ScecomMended to
11-3 Review:Fai ed/NA

Overall Status: Pass

Document returned to:

A few LRy ceCanly
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address.
Data Matrix
Date: 23-Sep-2016
Applicant's / Registrant's Name & Address: Product:
Refined Oil of Nepeta catana (352-901), Refined Oil of Nepeta
E. |. DuPont de Nemours and Company, DuPont Crop Protection, cataria 15% Lotion (352-902), Refined Oil of Nepeta cataria 7%
P.O. Box 30, Newark, DE 19714-0030 Lotion (352-903), Refined Oil of Nepeta cataria 7% Liquid (352-
904), Refined Qil of Nepeta catana 15% Liquid (352-905)
ingredient: Refined Qil of Nepeta cataria

Guideline - X MRID .
Reference Number Guideline Study name: Number Submitter Status Note

352 Own

352 Own

352 Own

352 Own
9/23/2016 Page 1 of 8 Public Copy

20




FOITT APPIOVEd UNB NO. 2070-00B0)

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
Iresponse for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address.

Data Matrix
IDate: 23-sep-2016
Applicant's / Registrant's Name & Address: Product:
Refined Oil of Nepeta cataria (352-901), Refined Qil of Nepeta
E. |. DuPont de Nemours and Company, DuPont Crop Protection, cataria 15% Lotion (352-902), Refined Oil of Nepeta cataria 7%
P.O. Box 30, Newark, DE 19714-0030 Lotion (352-903), Refined Qil of Nepeta cataria 7% Liquid (352-
904), Refined Oil of Nepeta cataria 15% Liquid (352-905)
Ingredient: Refined Qif of Nepeta catana

Guideline - R MRID .
Reference Number Guideline Study name: Number Submitter Status Note

352 Own

352 Own

352 Own

352 Own

352 Own

352 Own
9/23/2016 Page 2 of 8 Public Copy

21




401 M Street, S.W.

WASHINGTON, D.C. 20460

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

FOIT ApPTOvET UTB NG 2070-U080]

401 M Street, S.W., Washington, DC 20460. Do not send the form to this address.

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
Wresponse for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this coliection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,

Data Matrix

Date: 23-Sep-2016

Applicant's / Registrant's Name & Address:

E. |. DuPont de Nemours and Company, DuPont Crop Protection,
P.0O. Box 30, Newark, DE 19714-0030

Product:

Refined Qil of Nepeta catana (352-901), Refined Oil of Nepeta

cataria 15% Lotion (352-902), Refined Oil of Nepeta cataria 7%

Lotion (352-903), Refined Oil of Nepeta cataria 7% Liquid (352-
904), Refined Oil of Nepeta catana 15% Liquid (352-905)

Ingredient: Refined Oil of Nepeta cataria

Guideline - X MRID .

Reference Number Guideline Study name: Number Submitter Status Note
352 Own
352 Own
352 Own
352 Own
352 Own
352 Own

9/23/2016 Page 3 of 8 Public Copy
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FOTTT APPTOvVEd UNIB WO, 207 U-UUBY]
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE information Management Division (2137), U.S. Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address.

Data Matrix
Date: 23-Sep-2016
Applicant's / Registrant's Name & Address: Product:
Refined Oil of Nepeta catana (352-901), Refined Oil of Nepeta
E. |. DuPont de Nemours and Company, DuPont Crop Protection, cataria 15% Lotion (352-902), Refined Oil of Nepeta cataria 7%
P.O. Box 30, Newark, DE 19714-0030 Lotion (352-903), Refined Oil of Nepeta catana 7% Liquid (352-
904), Refined Qil of Nepeta cataria 15% Liquid (352-905)
Ingredient: Refined Oil of Nepeta cataria

Guideline N . MRID .
Reference Number Guideline Study name: Number Submitter Status Note

352 Own

352 Own

352 Own

352 Own

352 Own

352 Own

352 Own
9/23/2016 Page 4 of 8 Public Copy
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TOIMT APPIoved UNB NO. 207 U-U0By
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address.
Data Matrix
Date: 23-Sep-2016
Applicant's / Registrant's Name & Address: Product:
Refined Qil of Nepeta catana (352-901), Refined Oil of Nepeta
E. 1. DuPont de Nemours and Company, DuPont Crop Protection, catana 15% Lotion (352-902), Refined Oil of Nepeta cataria 7%
P.O. Box 30, Newark, DE 19714-0030 Lotion (352-903), Refined Oil of Nepeta cataria 7% Liquid (352-
904), Refined Oil of Nepeta catana 15% Liquid (352-905)
ingredient: Refined Oil of Nepeta catana

Guideline - . MRID :
Reference Number Guideline Study name: Number Submitter Status Note

352 Own

352 Own

352 Own

352 Own

352 Own

352 Own

352 Own

352 Own

352 Own
9/23/2016 Page 5 of 8 Public Copy
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O RPPIoveEd UNIB N0, 207 0U-UUBU]
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.,
WASHINGTON, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address.
Data Matrix
Date: 23-Sep-2016
Applicant's / Registrant's Name & Address: Product:
Refined Oil of Nepeta cataria (352-901), Refined Oil of Nepeta
E. I. DuPont de Nemours and Company, DuPont Crop Protection, cataria 15% Lotion (352-902), Refined Oil of Nepeta cataria 7%
P.O. Box 30, Newark, DE 19714-0030 Lotion (352-903), Refined Oil of Nepeta cataria 7% Liquid (352-
904), Refined Oil of Nepeta cataria 15% Liquid (352-905)
Ingredient: Refined Oil of Nepeta cataria

Guideline I~ i MRID .
Reference Number Guideline Study name: Number Submitter Status Note

352 Own

352 Own

352 Own

352 Own

352 Own

352 Own

352 Own

352 Own

352 Own

352 Own

352 Own
9/23/2016 Page 6 of 8 Public Copy
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FOMT ApPpProvey ONB 0. 207 U-0U5U|

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
Wresponse for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address.

Data Matrix

Date: 23-Sep-2016

Applicant's / Registrant's Name & Address: Product:

Refined Oil of Nepeta catana (352-901), Refined Oil of Nepeta
E. |. DuPont de Nemours and Company, DuPont Crop Protection, cataria 15% Lotion (352-902), Refined Oil of Nepeta cataria 7%
P.O. Box 30, Newark, DE 19714-0030 Lotion (352-903), Refined Oil of Nepeta cataria 7% Liquid (352-

904), Refined Oil of Nepeta cataria 15% Liquid (352-905)

Ingredient: Refined Oil of Nepeta cataria

g:f':r‘:::: Number | GUideline Study name: N“:z't‘;r Submitter Status Note
352 Own
352 Own
352 Own
352 Own
352 Own
352 Own
352 Own
352 Own
352 Own
352 Own
352 Own

9/23/2016 Page 7 of 8 Public Copy
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FOITT APPIOVED OB 180, 20 70-008t)

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden for this coliection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address.

Data Matrix

Date: 23-Sep-2016

Applicant's / Registrant's Name & Address: Product:
Refined Oil of Nepeta cataria (352-901), Refined Oil of Nepeta
E. I. DuPont de Nemours and Company, DuPont Crop Protection, catana 15% Lotion (352-902), Refined Oil of Nepeta cataria 7%
P.O. Box 30, Newark, DE 19714-0030 Lotion (352-903), Refined QOil of Nepeta cataria 7% Liquid (352-
904), Refined Qil of Nepeta cataria 15% Liquid (352-905)
Ingredient: Refined Qil of Nepeta cataria

Guideline I R MRID .
Reference Number Guideline Study name: Number Submitter Status Note

352 Own

352 Own

352 Own

352 Own

352 Own

352 Own

352 Own

352 Own

352 Own
Signature Name and Title: Bonnie J Bieber Date: 23-SEP-2016

u Registration Specialist

9/23/2016 Page 8 of 8 Public Copy
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Form Approved OMB Nos. 2070-0060; 2070-0057; 2070-0107; 2070-0122; 2070-0164

T,

&‘g UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
{»w«i 1200 Pennsylvania Avenue, N.W.

WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 1.25 hours per response for registration
and 0.25 hours per response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send
comments regarding burden estimate or any other aspect of this collection of information, including suggestions for reducing the burden to: Director, Collection
Strategies Division (2822T), U.S. Environmental Protection Agency, 1200 Pennsylvania Avenue, N.W., Washington, DC 20460. Do not send the completed form
to this address.

Certification with Respect to Citation of Data

Applicants/Reqistrant's Name, Address, and Telephone Number EPA Registration Number/File Symbol
DuPont Crop Protection, 1090 Elkton Rd, Newark, Delaware 19714-0030 , 302-451-4525 352-903

Active Ingredient(s} and/or representative test compound(s) Date

Refined Oil of Nepeta cataria 104-16

General Use Patiem(s) (list al those claimed for this product using 40 CFR Part 158) Product Name

Residential Qutdoor Refined Oil of Nepeta Cataria 15% Lotion

NOTE: If your product is a 100% repackaging of ancther purchased EPA-registered product labeled for all the same uses on your label, you do not need to
submit this form. You must submit the Formulator's Exemption Statement (EPA Form 8570-27).

| am responding to a Data-Call-In Notice, and have included with this form a list of companies sent offers of compensation (the Data Matrix form should
D be used for this pumpose).

SECTION I: METHOD OF DATA SUPPORT (Check one method only)

| am using the cite-all method of support, and have included with this form | am using the selective method of support (or cite-all option
D a list of companies sent offers of compensation (the Data Matrix form under the selective method), and have included with this form a
should be used for this purpose). completed list of data requirements (the Data Matrix form must be
used).

SECTION II: GENERAL OFFER TO PAY

[Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more data requirements]

D I hereby offer and agree to pay compensation, to other persons, with regard to the approval of this application, to the extent required by FIFRA.

SECTION l1li: CERTIFICATION

| certify that this application for registration, this form for reregistration, or this Data-Call-In response is supported by all data submitted or cited in the
application for registration, the form for reregistration, or the Data-Call-In response. In addition, if the cite-all option or cite-all option under the selective method is
indicated in Section |, this application is supported by all data in the Agency's files that (1) concem the properties or effects of this product or an identical or
substantially similar product, or one or more of the ingredients in this product; and (2) is a type of data that would be required to be submitted under the data
requirements in effect on the date of approval of this application if the application sought the initial registration of a product of identicai or similar compesition and
uses .

| certify that for each exdusive use study cited in support of this registration or reregistration, that | am the original data submitter or that | have obtained
the written permission of the original data submitter to cite that study.

| certify that for each study cited in support of this registration or reregistration that is not an exdusive use study, either: (a) | am the original data
submitter; (b) | have obtained the permission of the original data submitter to use the study in support of this application; (c) all periods of eligibility for
compensation have expired for the study; (d) the study is in the public literature; or (€) | have notified in writing the company that submitted the study and have
offered (1) to pay compensation to the extent required by sections 3(c)(1)(F) and/or 3(c)(2)(B) of FIFRA; and (i) to commence negofiations to determine the
amount and terms of compensation, if any, to be paid for the use of the study.

| certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of their delivery in
accordance with sections 3(c)(1)(F) and/or 3(c)(2)(B) of FIFRA are available and will be submitted to the Agency upon request. Should | fail to produce such
evidence to the Agency upon request, | understand that the Agency may initiate action to deny, cancel or suspend the registration of my product in conformity with
FIFRA.

| certify that the statements | have made on this form and all attachments to it are true, accurate, and complete. | acknowledge that any
knowingly false or misleading statement may be punishable by fine or imprisonment or both under applicable law.

Signature % u Date Typed or Printed Name and Title

04-Oct-2016 Bonnie J. Bieber, Registration Specialist

EPA Form 8570-34 (12-2003) Electronic and Paper versions available. Submit only Paper version.
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20460

FOMT APPTOvET UMB NO. 207U-UUBU]

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address.

Data Matrix

Date: 23-Sep-2016

Applicant's / Registrant's Name & Address:

E. I. DuPont de Nemours and Company, DuPont Crop Protection,
P.O. Box 30, Newark, DE 19714-0030

Product:

Refined Oil of Nepeta cataria (352-901), Refined Oil of Nepeta

cataria 15% Lotion (352-902), Refined Oil of Nepeta cataria 7%

Lotion (352-903), Refined Oil of Nepeta cataria 7% Liquid (352-
904), Refined Oil of Nepeta cataria 15% Liquid (352-905)

ingredient:

Refined Oil of Nepeta catana

Guideline
Reference Number

Guideline Study name:

MRID
Number

Submitter

Status

Note

830.1700

Solubility Analysis, and Storage Stability Analysis of Hydrogenated Catnip Oil (HCO)
Active Ingredient : Report No.P0002395

47003102

352

Own

830.1800

Enforcement Analytical Method for the Active Ingredient: (Hydrogenated Catnip Qil).:
Report No.P0002366

47003103

352

Own

880.1100

Supplement to Product Chemistry Requirements: (Refined Oil of Nepeta cataria).: Report
No.NA

47422901

352

Own

330.6302,
830.6303,
830.6304,
830.6313,
830.6315,
830.6317,
830.6319,
830.6320,
830.7000,
830.7050,
830.7100,
830.7200,
830.7220,
830.7300,
830.7840,
30 7950

Summary of Physical and Chemical Characteristics of Technical Grade Active Ingredient:

(Refined Oil of Nepeta cataria).: Report No.NA

46977422

352

9/23/2016

Page 10of 8

Agency Copy
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FOITIT ApPTovET ONTS NO. 2U70-00U50]

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address.

Data Matrix

Date: 23-Sep-2016
Applicant's / Registrant's Name & Address: Product:
Refined Oil of Nepeta cataria (352-901), Refined Oil of Nepeta
E. I. DuPont de Nemours and Company, DuPont Crop Protection, cataria 15% Lotion (352-902), Refined Oil of Nepeta cataria 7%
P.O. Box 30, Newark, DE 19714-0030 Lotion (352-903), Refined Oil of Nepeta cataria 7% Liquid (352-
904), Refined Oil of Nepeta cataria 15% Liquid (352-905)
Ingredient: Refined Oil of Nepeta cataria
Guideline - ) MRID .
Reference Number Guideline Study name: Number Submitter Status Note
830.6302,
830.6303,
830.6304, Physical and Chemical Characteristics of Hydrogenated Catmint Oil TGAI: Color, 46977420 152 o
830.6315, Physical State, Odor, Flammability, pH and Viscosity: Final Report.: Report No.3280-17 wi
830.7000,
830.7100
g&% ]] ]2%%’ Product Identity and Composition (Refined Oil of Nepeta cataria): Report No.NA 47003101 352 Own
830.1750 Certified Limits and Supplement to Preliminary Analysis: Report No.NA 47003104 352 Own
830.6303,
830.6315, Physical and Chemical Characteristics of Refined Oil of Nepeta cataria 15% (w/w) Liquid
830.7000, Formulation 16307048: Physical State, Flammability, pH, Viscosity and Relative Density.: | 47181308 352 Own
830.7100, Report No.NA
830.7300
880.1100, ldentity and Composition of 15% Refined Oil of Nepeta cataria Liquid Formulation.:
880.1200 _ |Report No.NA 47181307 352 Own
830.1750 Certified Limits: 1630704 A Liquid and 1630704B Liquid.: Report No.NA 47181309 352 Own
9/23/2016 Page 2 of 8 Agency Copy
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FOI APPTOvEY UMB WO, 207 U-U060|
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
lresponse for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address.
Data Matrix
Date: 23-Sep-2016
Applicant's / Registrant's Name & Address: Product:
Refined Oil of Nepeta cataria (352-901), Refined Oil of Nepeta
E. . DuPont de Nemours and Company, DuPont Crop Protection, cataria 15% Lotion (352-902), Refined Oil of Nepeta cataria 7%
P.O. Box 30, Newark, DE 19714-0030 Lotion (352-903), Refined Oil of Nepeta cataria 7% Liquid (352-
904), Refined Oil of Nepeta catana 15% Liquid (352-905)

ingredient: Refined Qil of Nepeta cataria
Guideline - . MRID .
Reference Number Guideline Study name: Number Submitter Status Note

830.6303,

830.6315,

830.6317, Summary of Physical and Chemical Characteristics of Formulations CU 1630704A and CU

830.6320, ]63070?A, R o A 47181310 352 Own

830.7000, - report o

830.7100,

830.7300

ii%l];%%’ Identity and Composition of 1630704A Liquid and 1630704B Liquid.: Report No.NA 47425401 352 Own

830.1800, Analytical Method for Formulations: Refined Oil of Nepeta cataria 15% Lotion: Report

8306313, |72V - ' P ° FRep 47003302 352 Own

830.7840 ’

830.6302, . . .. . . .

Physical and Chemical Characteristics of 15 wt.% Hydrogenated Catmint QOil Lotion:
830.6315, . - 46977311 352 Own
Physical State, Flammability and pH: Report No.3280-14

830.7000

830.1750 Certified Limits Lotion Formulation CLI 1630802C and CLI 1630802D.: Report No.NA | 47003303 352 Own

830.6302,

830.6315, Summary of Physical and Chemical Characteristics of Formulations CU 1630802C and CU

8307000, || 63030?1) ) Reyon NONA 46977310 352 Own

830.7100, - report Jo-

830.7300
9/23/2016 Page 3 0of 8 Agency Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20460

FOTIT APPIovVET UNIB NU. 207 0-U0BU|

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address.

Data Matrix

Date: 23-Sep-2016

Applicant's / Registrant's Name & Address:

E. I. DuPont de Nemours and Company, DuPont Crop Protection,
P.O. Box 30, Newark, DE 19714-0030

Product:

Refined Oil of Nepeta cataria (352-901), Refined Oil of Nepeta

cataria 15% Lotion (352-902), Refined Oil of Nepeta cataria 7%

Lotion (352-903), Refined Oil of Nepeta cataria 7% Liquid (352-
904), Refined Oil of Nepeta cataria 15% Liquid (352-905)

Ingredient: Refined Qil of Nepeta cataria
Guideline — . MRID .
Reforence Number Guideline Study name: Number Submitter Status Note
830.7100, Determination of Boiling Point and Vapor Pressure (Static Method) for a Liquid TGAI and
8307220, | oo e v apor Tressare |5t au A% 47003105 352 Own
830.7950 Viscosity for Two Lotion Formulations: Report No.DuPont-P00011
880.1100, Identity and Composition of Formulations CU 1630802C and CU 1630802D.: Report
4
880.1200 _ [No.NA 7003301 352 Own
830.6303,
830.6315, Physical and Chemical Characteristics of Refined Oil of Nepeta cataria 7% (w/w) Liquid
830.7000, Formulation 1630704A: Physical State, Flammability, pH, Viscosity, Relative Density: 47181402 352 Own
830.7100, Report No.3280-32
830.7300
880.1100, Identity and Composition of 7% Refined Oil of Nepeta cataria Liquid Formulation.: Report
880.1200 No.NA 47181401 352 Own
830.6303,
830.6315, . . .. . . .
830.7000 Physical and Chemical Characteristics of 7 wt Percent Hydrogenated Catmint Oil Lotion: : 47013901 352 Own
83 0' 710 0’ Physical State, Flammability, and pH, Nepeta cataria Oild: Report No.3280/13
830.7300
830.7300 Characterization of Aged Hydrogenated Catnip Oil (HCO) Formulations: Report 47234301 352 Own
No.P00009
830.6317 One Year Storage Stability Analysis and Container Corrosion Characteristics of Refined
83 0' 632 0’ Oil of Nepeta cataria and Refined Oil of Nepeta cataria Formulations: Report 48106201 352 Own
) No.CCAS/200702/SO4
9/23/2016 Page 4 of 8 Agency Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20460

TOrm prlum

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this coilection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address.

Data Matrix

Date: 23-Sep-2016

Applicant's / Registrant's Name & Address:

E. I. DuPont de Nemours and Company, DuPont Crop Protection,
P.O. Box 30, Newark, DE 19714-0030

Product:

Refined Oil of Nepeta cataria (352-901), Refined Oil of Nepeta

cataria 15% Lotion (352-902), Refined Oil of Nepeta cataria 7%

Lotion (352-903), Refined Qil of Nepeta cataria 7% Liquid (352-
904), Refined Qil of Nepeta cataria 15% Liquid (352-905)

Ingredient: Refined Qil of Nepeta cataria
Guideline i MRID .
Reference Number Guideline Study name: Number Submitter Status Note
880.1100, Refined Oil of Nepeta Cataria: Identity and Composition of 15% Lotion and 7% Lotion | Submitted
880.1200, — Revision to original report identified as MRID 47003301: Report No.DuPont-47695 Herein 352 Own
880.1400
Supplement to Efficacy Studies Submitted Under Refined Oil of Nepeta cataria
810.3400 Technical and Manufacturing-Use Product: EPA File Symbol 71654-ER: 1630704A 47181311 352 Own
Liquid and 1630704B Liquid: Report No.NA
Evaluation of the Efficacy of Personal Repellents Against Black Flies in Maine.: Report
NA No.0306/313/0141 47015602 352 Own
Documentation of Ethical Conduct: Evaluation of the Efficacy of Personal Repellents
NA Against Black Flies in Maine.: Report No.0306/313/0141 47113801 352 Own
Evaluation of the Efficacy of Personal Repellents Against Mosquitoes in Maine: Report
NA No.0306/313/0142 46977424 352 Own
Documentation of Ethical Conduct: Evaluation of the Efficacy of Personal Repellents
NA Against Mosquitoes in Maine: Report No.0306/313/0142 47113802 352 Ovwm
Evaluation of the Efficacy of Personal Repellents Against Mosquitoes in Florida: Report
NA No.0306/313/0143 46977425 352 Own
Documentation of Ethical Conduct: Evaluation of the Efficacy of Personal Repellents
NA . . . . 47113803 2
Against Mosquitoes in Florida: Report No.0306/313/0143 711380 33 Own
Response from DuPont to the U.S. EPA Genetic Toxicity Recommendation in 'Science
Review and Human Health Risk Assessment in Support of the Registration of the Insect
NA Repellent Refined Oil of Nepeta cataria (TGAI), and Two Lotion End-Use Products'.: 47362604 352 Own
Report No.NA
9/23/2016 Page 5 of 8 Agency Copy
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FOIMT Approved UMB NO. 207U-0080

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
|response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address.

Data Matrix
Date: 23-Sep-2016
Applicant's / Registrant's Name & Address: Product:
Refined Oil of Nepeta cataria (352-901), Refined QOil of Nepeta
E. I. DuPont de Nemours and Company, DuPont Crop Protection, cataria 15% Lotion (352-902), Refined Oil of Nepeta cataria 7%
P.O. Box 30, Newark, DE 19714-0030 Lotion (352-903), Refined Oil of Nepeta cataria 7% Liquid (352-
904), Refined Oil of Nepeta cataria 15% Liquid (352-905)
Ingredient: Refined Oil of Nepeta cataria
Guideline - . A MRID .
Reference Number Guideline Study name: Number Submitter Status Note
NA Supplementf Prediction of Minor Constituents of Refined Oil of Nepeta cataria as Likely 47362602 352 Own
Hydrogenation Products.: Report No.NA
NA Supp'lem.ent to Preliminary Analysis: Physical and Chemical Characteristics: (Nepeta 47370401 352 Own
cataria oils).: Report No.NA
Supplement to 'Evaluation of the Efficacy of Personal Repellents against Mosquitoes in
NA Maine' (MRID 46977424), 'Evaluation of the Efficacy of Personal Repellents against 47362603 352 Own
Mosquitoes in Florida' (MRID 46977425) : Report No.NA
Refined Oil of Nepeta cataria:Response to Decision # 434656 (Storage Sstability and
4
NA Corrosion Characteristics (MRID 48106201)): Report No.DuPont-47312 49993401 352 Own
870.1100 :l;:srggenated Catmint Oil: Acute Dermal Toxicity Study in Rats: Report No.DuPont- 46977402 352 Own
870.1100 Hydrogenated Catmint Oil: Acute Oral Toxicity Study in Rats - Up-and-Down Procedure: 46977401 352 Own
Report No.DuPont-17740
870.1300 Hydrogenated Catmint Oil: Inhalation Median Lethal Concentration (LC50) Study in Rats: 46977406 352 Own
Report No.DuPont-17408
870.2400 l]-l’/)/;i;;)genated Catmint Oil: Acute Eye Irritation Study in Rabbits: Report No.DuPont- 46977403 352 Own
870.2500 ll-l7ysd]r(9>genated Catmint Oil: Acute Dermal Irritation Study in Rabbits: Report No.DuPont- 46977404 352 Own
870.2600 ll-l’l)/:(;;genated Catmint Oil: Local Lymph Node Assay (LLNA) in Mice: Report No.DuPont 46977405 352 Own
Hydrogenated Catmint Oil: 28-Day Repeated-Dose Dermal Toxicity Study in Rats: Report
870.3200 No.DuPont-17327 RV1 46977415 352 Own
9/23/2016 Page 6 of 8 Agency Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20460

FOMT Approvey UNB NO. 2070-0060]

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address.

Data Matrix

Date: 23-Sep-2016

Applicant's / Registrant's Name & Address:

E. |. DuPont de Nemours and Company, DuPont Crop Protection,
P.O. Box 30, Newark, DE 19714-0030

Product:

Refined Oil of Nepeta cataria (352-901), Refined Qil of Nepeta

cataria 15% Lotion (352-902), Refined Qil of Nepeta cataria 7%

Lotion (352-903), Refined Oil of Nepeta cataria 7% Liquid (352-
904), Refined Oil of Nepeta cataria 15% Liquid (352-905)

Ingredient: Refined Oil of Nepeta cataria
Guideline - X MRID .
Reference Number Guideline Study name: Number Submitter Status Note
870.3700 ﬁi;f;i;;)genated Catmint Oil: Developmental Toxicity Study in Rats: Report No.DuPont- 46977408 352 Own
870.5100 Hydrogenated Catmint Oil: Bacterial Reverse Mutation Test: Report No.DuPont-17471 46977410 352 Own
Hydrogenated Catmint Oil: In Vitro Mammalian Cell Gene Mutation Test (LS178Y/TK+/-
70.5300 77 5

870.530 Mouse Lymphoma Assay).: Report No.DuPont-17847 46977413 352 Own

870.5300 Hydrogenated Catmint Oil: In Vitro Kinetics in Rat and Human Skin: Report No.DuPont- 47015601 352 Own
19930 RV1
Hydrogenated Catmint Qil: In Vitro Mammalian Chromosome Aberration Study in Human

70.5375 . .

870.537 Peripheral Blood Lymphocytes: Final Report: Report No.DuPont-17472 46977411 352 Own

870.5395 Hydrogenated Catmint Oil: Mouse Bone Marrow Micronucleus Test: Report No.DuPont- 46977412 352 Own
18623 RV1

870.6200 iigy;i;ggenated Catmint Oil: Acute Oral Neurotoxicity Study in Rats: Report No.DuPont- 46977409 352 Own

8703100 Hydrogenated Catmint Qil: Subchronic Toxicity

’ ¢ 90-Day Oral Gavage Study and Immunotoxicity 28- Day Oral Gavage Study in Rats: 46977407 352 Own

870.7800
Report No.DuPont-17324

870.1100 H-27923: Acute Dermal Toxicity Study in Rats: Report No.DuPont-22750 47181302 352 Own

870.1100 H-27923: Acute Oral Toxicity Study in Rats - Up- and-Down Procedure: Report 47181301 352 Own
No.DuPont-22811

870.1300 H-27923: Inhalation Median Lethal Concentration (LC50) Study in Rats: Report 47181306 352 Own
No.DuPont-21690

9/23/2016 Page 7 of 8 Agency Copy
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FOTIT ApPIoveEd UNIB NO. ZU7U-UUBU|
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W.
WASHINGTON, D.C. 20460
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per
[response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency,
401 M Street, S.W., Washington, DC 20460. Do not send the form to this address.
Data Matrix
Date: 23-Sep-2016
Applicant's / Registrant's Name & Address: Product:
Refined Oil of Nepeta cataria (352-901), Refined Oil of Nepeta
E. |. DuPont de Nemours and Comparny, DuPont Crop Protection, cataria 15% Lotion (352-902), Refined Oil of Nepeta cataria 7%
P.O. Box 30, Newark, DE 19714-0030 Lotion (352-903), Refined Oil of Nepeta cataria 7% Liquid (352-
904), Refined Oil of Nepeta cataria 15% Liquid (352-905)

Ingredient: Refined Qil of Nepeta cataria
Guideline - . MRID .
Reference Number Guideline Study name: Number Submitter Status Note

870.2400 H-27923: Acute Eye Irritation Study in Rabbits: Report No.DuPont-22812 47181303 352 Own

870.2500 H-27923: Acute Dermal Irritation Study in Rabbits: Report No.DuPont-22470 47181304 352 Own

870.2600 H-27923: Local Lymph Node Assay (LLNA) in Mice: Report No.DuPont-21296 47181305 352 Own

870.1100 Lotion 1630802C: Acute Dermal Toxicity Study in Rats: Report No.DuPont-20889 46977302 352 Own

870.1100 Lotion 1630802C: Acute Oral Toxicity Study in Rats: Report No.DuPont-20904 46977301 352 Own

870.1300 Formulation CU 1630802C: Median Lethal Inhalation Concentration Waiver Request.: 46977306 352 Own

Report No.NA

870.2400 Lotion 1630802C: Acute Eye Irritation Study in Rabbits: Report No. 46977303 352 Own

870.2500 Lotion 1630802C: Acute Dermal Irritation Study in Rabbits: Report No.DuPont-20707 46977304 352 Own

870.2600 Lotion 1630802C: Local Lymph Node Assay (LLNA) in Mice: Report No.DuPont-20161 | 46977305 352 Own
Signature Name and Title: Bonnie J Bieber Date: 23-SEP-2016

YL:—/ Registration Specialist

9/23/2016 Page 8 of 8 Agency Copy
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

DuPont Chemical Solutions Enterprise
¢/o Thomas C, McEntee OCT 16 2007
P.O. Box 80402

Wilmington, DE 1988-0402

Re:

Application for a new Biochemical pesticide Registration

Refined Oil of Nepeta cataria

EPA File Symbol. No. 71654-EN (100%), 71654-EG (7% Lotion), 71654-ER (15%
Lotion)

Your submission of November 30, 2006 and resubmissions of December 19, 2006,
December 28, 2006 and January 5, 2007.

Dear Mr. McEntee:

The applications for Biopesticide registrations referred to above, submitted in connection

with registration under the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), as
amended, has been reviewed by BPPD and are not acceptable at this time. The Human Health

Studies

, however are acceptable and satisfy the tier 1 biochemical data requirements for the

TGAI and End-Use products. The Product Chemistry and Product Performance data are not
acceptable for the following reason(s):

L. CSF

EPA File Symbol 71654-EN (TGAI):

a. Submit s CAS Registry numbers for all ingredients on the CSF. The must be
placed after the component descriptor.

b. All impurities potentially present at >0.1% must be identified individually on
the CSF (ic. NN . :c7)
and have upper certified limits calculated.

¢. The information on the top row of the CSF where refined oil of Nepeta cataria
is identified as “active technical grade” should be deleted.

d. The parentheses around the amounts of the remaining ingredients provided in
column 13b of the CSF must be deleted.

-

Intemet Address (URL) @ hitp/Avww.epa.gov
Recycied/Recyciable ® Printed with Vegetabie Ofl Bassd Inks on 100% Postconsumer, Process Chiorine Free Recycled Paper
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e. The identity of the active ingredients given on the CSF and the product label
must be made consistent.

f. The certified limits are in excess of what is recommended in 40CFR 158.175(b)(2)
and ranges determined in preliminary andlyses. Please base the certified limits on
that presented in the 40 CFR or provide justification for deviations. EPA would

Like to note that [

- 0000000 ||
I P A considers this range satisfactory for regulatory
purposes because the component is undetectable in the final EP products.

g. The lower certified limits for impurities, un-reacted starting materials, etc. must
be deleted.

h. The proposed Upper certified limit forfjj I should be
revised to reflect the upper part of the range described in preliminary analyses

I EP A considers this satisfactory for regulatory purposes because the
component is undetectable in the final EP products.

L The proposed upper certified limit for (RGN
- T
I ) =P A cousiders these

upper limits to be satisfactory, considering the variation present in source
material supply, source material composition, the negligible amount of these
components in EP products,

), and the
anticipation that no additional toxicity (other than that already associated with
dihydronepetalactone) will be associated with these components.

j Following the addition of other ingredients to the CSF, the please
ensure that the percent (%) by weight totals = 100%.

k. Please complete blocks #5. and #6. on the CSF.

EPA File Symbol 71654-EG (7% Lotion)
a. Provide a complete address and CAS registry number for the component [

b. Plesse change the CAS No. [ - or
T
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.
v

¢. Please provide a CAS No. for the active ingredient.

d. [
|
I i< oot on the most recent on-line inert
ingredients list (August 2004). Please provide alternate components that are on the
EPA inert ingredients list or provide information to the inert ingredients branch
(IIAB) for listing these (contact in IIAB - Kerry Leifer, leifer.kerry@epa.gov).

e. Please provide the chemical identities for ||| GG
- ]
ey B A on the CSF.

f. Please address the discrepancy of why the content of
I 2ivn on the CSF does not match the
content given in MRID 47003301.

g. Please address the discrepancy of why the supplier for [ N
I ziven on the CSF does not match the supplier given in MRID
47003301.

h. Please complete blocks 5. and 6. of the CSF.

EPA File Symbol 71654-ER (15% Lotion)

a. The same conditions and concerns reported for the 7% lotion (above) apply for the
15% lotion.

II. PRODUCT CHEMISTRY
File Symbol 71654-EG (7% Lotion)

a. Please provide a rationale for the increase in percent weight of || in the
7% lotion when compared to the TGAL

b. Submit MSDSs or specification sheets for the all beginning materials, including
those present as components in the mixtures.

¢. Submit quality control procedures for the formulation process.

d. Please address the observation that extended storage at ambient conditions (25°C
and 60% RH) results in the degradation of dihydronepetalactone and other
components.

e. Please submit information regarding the following inert ingredients (below) that
are not on the most recent EPA inert ingredients list (August 2004).
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BPPD recommends that the EPA inert ingredients branch (IIAB) be contacted for more
information (contact in IIAB - Kerry Leifer, leifer kerry@epa.gov).

File Symbol 71654-ER (15% Lotion)
a. The same deficiencies outlined for the 7% lotion (above) apply for
the 15% lotion.

1II. PHYSCIAL PROPERTIES

EPA File Symbol 71654-EN (TGAI):
a. Please address explodability.

b. Please submit storage stability and corrosion characteristics tests.
c. Please address stability in the presence of different temperatures and metals by
discussing the relative impacts that packaging and storage will have on the
stability of the product.
d. Please provide a method for the determination of density.

File Symbol 71654-EG (7% Lotion) 4
a. Please address oxidation/reduction: chemical incompatibility and

explodability.

b. Submit storage stability and corrosion characteristics tests upon their
completion.

File Symbol 71654-ER (15% Lotion)

a. The same deficiencies outlined for the 7% lotion (above) apply for
the 15% lotion.

2. Tier I Toxicity studies are ACCEPTABLE.

3. Tier I Non-Target studies have not been submitted by the registrant. EPA expects that the use
pattern of this product as an insect repellent will preclude significant adverse exposure to
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-

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

£9)

z
w g WASHINGTON, D.C. 20460

@ pnoﬁé@

DuPont Chemical Solutions Enterprise vr 4 M/ /.1
c/o Thomas C. McEntee &'ﬁ f W
P.O. Box 80402 fir

Wilmington, DE 1988-0402 /‘7‘"* : 4':,;'{‘5‘ 'ytﬂl/

(,9“ ));,/U ¥
Re:  Application for a new Biochemical pesticide Registration » },? r""’
Refined Oil of Nepeta cataria W 4/1’
EPA File Symbol. No.: 71654-EN (TGAI), -EG , -ER, At Ma'F[yV

PRIA Due Date November 30, 2008
Dear Mr. McEntee:

Please refer to my email dated May 28, 2008 and deficiency letter dated April 16, 2008.
Your application remains deficient and we can not proceed with reviewing your application for
the end use formulations with the inert clearance issue being unresolved. We renegotiated the
Pria due dates for your products to reflect a date of November 30, 2008 with the understanding
that you would address the “all” of the deficiencies identified in the Agency’s letter dated
October 16, 2007, along with submitting the materials necessary for the Inerts Branch to review
and possibly resolve. BPPD was informed by Karen Angulo and-Pralcasheha-Shah of the Inerts
Branch that you have not submitted the requested information in a formal request or petition to
have the inerts reviewed for clearance.

Therefore, your applications for Biopesticide registrations referred to above, submitted in
connection with registration under the Federal Insecticide, Fungicide, and Rodenticide Act
(FIFRA), as amended, are not acceptable at this time. The Human Health Studies, however are
acceptable and satisfy the tier 1 biochemical data requirements for the TGAI and End-Use
products. The Product Chemistry and Product Performance data are not acceptable for the
following reason(s):

L CSF

EPA File Symbol 71654-EG (7% Lotion)
a. Provide a complete address and CAS registry number for the component [l

b. Please change the CAS No. for [
e

internet Address (URL) e http//www.epa.gov
Recycled/Recyclable ® Printed with Vegetabls Oil Based inks on 100% Postconsumer, Process Chiorine Free Racycled Paper
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c. Please provide a CAS No. for the active ingredient.

<.

] = are not on the most recent on-line inert

ingredients list (August 2004). Please provide alternate components that are on the
EPA inert ingredients list or provide information to the inert ingredients branch
(IIAB) for listing these (contact in IIAB - Kerry Leifer, leifer. kerry@epa.gov).

e. Please provide the chemical identities for || NG
- ]
e B S on the CSF.

f. Please address the discrepancy of why the content of ||| NG
I ::iven on the CSF does not match the

content given in MRID 47003301.

g. Please address the discrepancy of why the supplier for [
I given on the CSF does not match the supplier given in MRID

47003301.

h. Please complete blocks 5. and 6. of the CSF.

EPA File Symbol 71654-ER (15% Lotion)
a. The same conditions and concerns reported for the 7% lotion (above) apply for the
15% lotion.

II. PRODUCT CHEMISTRY

File Symbol 71654-EG (7% Lotion) :
a. Please provide a rationale for the increase in percent weight of || i
7% lotion when compared to the TGAL

b. Submit MSDSs or specification sheets for the all beginning materials, including
those present as components in the mixtures.

¢. Submit quality control procedures for the formulation process.

d. Please address the observation that extended storage at ambient conditions (25°C
and 60% RH) results in the degradation of dihydronepetalactone and other
components.
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e. Please submit information regarding the following inert ingredients (below) that
are not on the most recent EPA inert ingredients list (August 2004).

BPPD recommends that the EPA inert mgredlents branch (IIAB) be contacted for more
information (contact in [TAB — Pv Sha L : b

File Symbol 71654-ER (15% Lotion)
a. The same deficiencies outlined for the 7% lotion (above) apply for
the 15% lotion.

III. PHYSCIAL PROPERTIES

File Symbol 71654-EG (7% Lotion)
a. Please address oxidation/reduction: chemical incompatibility and
explodability.

b. Submit storage stability and corrosion characteristics tests upon their
completion.

File Symbol 71654-ER (15% Lotion)

a. The same deficiencies outlined for the 7% lotion (above) apply for
the 15% lotion.

2. Tier I Toxicity studies are ACCEPTABLE.

3. Tier I Non-Target studies have not been submitted by the registrant. EPA expects that the use
pattern of this product as an insect repellent will preclude significant adverse exposure to
nontarget organisms. Please address the data requirements by submitting data or a request to
waive the data requirement (the data matrix must reflect this request along with MRIDs and
rationale for waiving).

IV. PRODUCT PERF CE
a. Please provide detailed discussion on the statistics employed to analyze the
data.
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Lr

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
f““%. WASHINGTON, D.C. 20460

&WJ ) OFFICE OF PREVENTION,

e PESTICIDES, AND TOXIC SUBSTANCES

October 28, 2008
MEMORANDUM

Subject: Inert Ingredient Review of the proposed Confidential Statements of Formula for
71654-EG (12/5/2006) and 71654-ER (10/19/2006)

From: Keri Grinstead
Inert Ingredient Assessment Branch
Registration Division

To: Raderrio Wilkins
Biopesticides and Pollution Prevention Division

The Inert Ingredient Assessment Branch (ILAB) has reviewed the inert ingredients on the
proposed Confidential Statements of Formula for the products listed above. Based on
this review, IIAB confirms that the following CAS numbers remain not approved for use
as inert ingredients in pesticide products:
Any trade name or proprietary blend products containing these
CAS numbers are also not ved for use as inert ingredients. Additionally, the CAS
number listed for is not valid and the Agency is lacking full
compositional information for the following trade name products:
. Full compositional information for
name products is necessary for the Agency to verify/review the components for approval.

Some information was received by IIAB for however, this information
was determined to be insufficient for further ILIAB review. The submitter was notified
that additional information was necessary and, to date, no further response or information
has been received regarding this CAS number. Additionally, IIAB has not received any
new inert ingredient requests, petitions, or correspondence regarding the other three CAS
numbers [

Based on this information, the above CAS numbers remain ineligible for use as inert

ingredients in pesticide products. For future reference, all inert ingredients on a proposed
CSF must be approved for the product’s labeled uses prior to the Agency granting a

registration,
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®

1. Product chemistry data (CSF) are acceptable pending resolution of the deficiencies identified

below:

1a. Deficiency #1: The CAS number,
’, respectively, are unknown to the Agency.

»

2. Product Performance data are acceptable pending clarification on the following items:

2a.

2b.

2c.

2d.

2e.

2f.

The study report needs to provide a detailed discussion on the statistics employed to
analyze the data.

There is no written study report for these studies, except a brief summary of results
and conclusions. The description of the study methods are referenced back to the original
protocol. Protocol deviations are not addressed.

The inconsistencies concerning amount of test material applied to subjects need to be
resolved (Refer to “Reviewer’s comments” at the end of this memo).

It is not clear whether the landing rates for the whole body counts are based on 1 minute
exposure taken hourly for 1. This information on landings rate does should appear on the
results table (Appendix IV).

The test sites were not monitored for incidence of mosquito-borne diseases prior to
testing there. Although this is not a scientific issue, it has ethical implications.

Complete Protection Time can be estimated from landings rather than bites, to minimize
subjects’ exposure to mosquito bites in the field. It is reported in these studies that the
endpoint was bites, and subjects were continuously exposed to mosquitoes throughout the
entire duration of the test. Although this approach does not compromise the scientific
validity of the data, it has ethical implications.

STUDY SUMMARIES

Product Chemistry

The only product chemistry reviewed herein is the information provided on the CSF dated
4/12/06. No inert ingredient is in list 1. All inert ingredients are in lists 3, 4A, and 4B. None of
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ghank you for your telephone call regarding the subject product and
etails

regarding four of the inerts in the formulation. Please refer to the
bookmarked attachments for further documentation of the four ingredients
discussed yesterday.

cpeeregey F
I -

(See attached file: 20070222 Inerts Complete list.pdf)

Sincerly and thanks for your attention to our applications.

Tom McEntee
302 695 6856
978 335 8066 CELL

This communication is for use by the intended recipient and contains
information that may be Privileged, confidential or copyrighted under
applicable law. If you are not the intended reciplient, you are hereby
formally notified that any use, copying or distribution of this e-mail,
in whole or in part, is strictly prohibited. Please notify the sender by
return e-mail and delete this e-mail from your system. Unless explicitly
and conspicuously designated as "E-Contract Intended", this e-mail does
not constitute a contract offer, a contract amendment, or an acceptance
of a contract offer. This e-mail does not constitute a consent to the
use of sender's contact information for direct marketing purposes or for

e
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transfers of data to third parties.

Francais Deutsch Italiano Espanol Portugues Japanese Chinese Korean

http://www.DuPont.com/corp/email disclaimer.html

(See attached file:

.pdf) (See attached file: 20070222 Inerts
Complete list.pdf) (See attached file:
{See attached file:
(See attached file:

.pdf) (See attached

e: 20070222 Inerts Complete list.pdf) (See attached file:
pdf) (See attached file:
.pdf)

This communication is for use by the intended recipient and contains
information that may be Privileged, confidential or copyrighted under
applicable law. If you are not the intended recipient, you are hereby
formally notified that any use, copying or distribution of this e-mail,
in whole or in part, is strictly prohibited. Please notify the sender by
return e-mail and delete this e-mail from your system. Unless explicitly
and conspicuously designated as "E-Contract Intended", this e-mail does
not constitute a contract offer, a contract amendment, or an acceptance
of a contract offer. This e-mail does not constitute a consent to the
use of sender's contact information for direct marketing purposes or for
transfers of data to third parties.

Francais Deutsch Italiano Espanol Portugues Japanese Chinese Korean

http://www.DuPont.com/corp/email_disclaimer.html
(See attached file: 20060405 Meeting Notes.doc) (See attached file:
20051207 Meeting Notes.doc) (See attached file: March 17 2005 Meeting
Intent Talking points.doc) {See attached file: EPA DuPOnt Dec 14
2004 .doc) (See attached file:

.pdf) (See attached file: 20070222 Inerts
Complete list.pdf) (See attached file:
k.pdf) (See attached file:
.pdaf)

(See attached file: 20060405 Meeting Notes.doc) (See attached file: 20051207
Meeting Notes.doc) (See attached file: March 17 2005 Meeting Intent Talking
points.doc) {(See attached file: EPA DuPOnt Dec 14 2004.doc) (See attached
file:

.pdf) {(See attached file: 20070222 Inexrts Complete list.p See
attached file: . pdf) (See
attached file: .pdf)

This communication is for use by the intended recipient and contains
information that may be Privileged, confidential or copyrighted under
applicable law. If you are not the intended recipient, you are hereby
formally notified that any use, copying or distribution of this e-mail,
in whole or in part, is strictly prohibited. Please notify the sender by
return e-mail and delete this e-mail from your system. Unless explicitly
and conspicuously designated as "E-Contract Intended", this e-mail does
not constitute a contract offer, a contract amendment, or an acceptance
of a contract offar, This e-mail does not constitute a consent to the
use of sender's contact information for direct marketing purposes or fqr
transfers of data to third parties.

Francais Deutsch Italiano Espanol Portugues Japanese Chinese Korean

http://www.DuPont.com/corp/email_disclaimer.html
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

_:lf“‘“"".,; WASHINGTON, D.C. 20460
{ Q
R S OFFICE OF PREVENTION,
T pagrtt PESTICIDES, AND TOXIC SUBSTANCES

October 28, 2008

MEMORANDUM

Subject: Inert Ingredient Review of the proposed Confidential Statements of Formula for
71654-EG (12/5/2006) and 71654-ER (10/19/2006)

From: Keri Grinstead
Inert Ingredient Assessment Branch
Registration Division

To: Raderrio Wilkins
Biopesticides and Pollution Prevention Division

The Inert Ingredient Assessment Branch (ILIAB) has reviewed the inert ingredients on the
proposed Confidential Statements of Formula for the products listed above. Based on

this review, IIAB confirms that the following CAS numbers remain not approved for use
as inert ingredienats in pesticide products:
I Aqy trade name or proprietary blend products containing these

CAS numbers are also not ved for use as inert ingredients. Additionally, the CAS
number listed for is not valid and the Agency is lacking full

compositional information for the following trade name products: [ EENEGEG
S . coopostiona informaion for rade

name products is necessary for the Agency to verify/review the components for approval.

Some information was received by IIAB for [l however, this information
was determined to be insufficient for further IIAB review. The submitter was notified
that additional information was necessary and, to date, no further response or information
has been received regarding this CAS number. Additionally, IIAB has not received any

new inert ingredient requests, petitions, or correspondence regarding the other three CAS
numbers &

Based on this information, the above CAS numbers remain ineligible for use as inert
ingredients in pesticide products. For future reference, all inert ingredieats on a proposed
CSF must be approved for the product’s labeled uses prior to the Agency granting a
registration.
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T This message has been replied to.

Re: [N ~oproval letter
Elirabeth Fertich t. Linda Hollis 03/04/2009 05:03 PM
Rademo Wilkins, Pv Shah, Ken Grnnstead Karen Samek

Linda,

| looked into your question on the other 3 inert ingredients on yuur CSF We received and approved anew

company Ietterhead and mcludes the full product name and the chemical name, CAS No., and %(by wt) in
formutation of each component-components must total 100%. This information may be submitted directly
to the agency.

Please let me know {f you need ary more information or have any questions.

Thanks
Beth

Elizabeth Fertich

US Environmenta! Protection Agency
Office of Pesticide Pragrams
Registration Division {7505P)

inert ingredient Assessimant Branch
fertich.elizabeth@epa.gov
703-347-8560

Lir:da Hollis lizabeth Raderrio Wilkins (the regulatory pers.. 03/04/2009 03:05:31 PM
From Linda Hollis/DC/USEPA/US
To: Elizabeth Fertich/DC/USEPA/US@EPA, Pv Shah/DC/USEPA/US@EPA
( Karen Samek/DC/USEPA/US@EPA

Dl 03/04/2009 03:05 PV

o ___Re'-f I i} /Approval letter

Elizabeth: Radenio Wilkins (the regulatory person assigned to this case) m
“3mo Jiratarematapproved. Does your request contain a petition for only one

letter "¢

Om KA Siaad W Tates what needs tc be petitioned and therefore cleared, | really need to
get this clarified. Do you need a copy of the letter to check?

Linda A. Hollis

Chief, Biochemical Pesticides Branch
Biopesticides and Pcliution Prevention Division
Office of Pesticiue Programs (7511P)

U.S. Environmental Protaction Agency

One Potomac Yard
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@ Re: Catnip (EPA File Symbols 71654-EG and ER)
Raderrio Wilkins to: Linda Hollis 04/08/2009 12:41 PM

Linda,

To date, 1IAB is not in receipt of any new inert ingredient requests, petitions or correspondences
regarding the three CAS numbers [ nor has the
registrant responded to the Agency's deficiency letter of November 13, 2008 (Product Chem., Uncleared
Inerts, Chemical identification etc..) If | recall coirectly, the inert reviewer was Ms Elizabeth Fertich, | will
contact her to obtain her review

Raderrio
Linda Hollis Raderrio: John Redden has agreed to do a Han... 04/08/2009 12:16:06 PM
' From: Linda Hollis’DC/USEPA/US
To: wilking. raderrio@epa.gov
Date: 04/08/2009 12:16 PM
Subject: Catnip -

Raderrio: John Redden has agreed to do a Hand to Mouth Assessment for the Catnip products. This
should determine how we move forward with the other products provided the inerts are cleared. You will

need to do two things and this is to be done immediatety.

1. Contact PV Shahs group for the reviewer of the inerts petition and request a copy of the reviews.

2. Bean a copy of that information, our tox review and label to John Redden. He has agreed that you can
just give it to him straight. John may need additional information so please provide if he does.

Thirdly, | am unclear to date as to whether or not the supplier has petitioned the Agency for clearance for
the other inerts.

Linda A. Hollis

Chief, Biochemical Pesticides Branch

Biopesticides and Pollution Prevention Division

Office of Pesticide Programs (7511P)

U.S. Environmental Protection Agency

One Potomac Yard

2777 S. Crystal Drive -
Arlington, VA 22202

hollis.linda@epa.gov \&‘\ n

(703) 308-8733 (phone)
(703) 308-7026 (fax)

Visit hitp://www.epa.gov/pesticides \

*Inert ingredient information may be entitled to confidential treatment*
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-

Re: Fw: I ' Approval letter
Raderrio Wilkins to: Linda Hollis 03/04/2009 02:57 PM
Cc: andersen.janet

Linda,

Please resend the approval letter for || | can open the attachment. In addition, the
products (EPA File Symbols 71654-EG and ER) contains three other chemicals
not approved for use as inert ingredients in pesticides. To my knowledge, |
am not aware of [IAB being In receipt of any new inert ingredient requests, petitions or correspondences
regarding the three CAS numbers nor has the registrant responded to the Agency’s deficiency letter of
November 13, 2008.

Sincerely,
Raderrio )
Linda Hollis The ) coteined in th.,. 03/04/2008 02:09:28 PM
From: Linda Hollis'sDC/USEPA/US
To: wilkins.radermrio@epa.gov
Cc: andersen.janet@epa.gov
Date: 03/04/2009 02:09 PM

subect P S o o

The F) contained in the Catnip formulations have been cleared by the inerts
branch for non food use. See letter below. The registrant successfully petitioned the Agency. We should

be well on our way with completion for the remaining products.

Linda A. Hollis -

Chief, Biochemical Pesticides Branch
Biopesticides and Pollution Prevention Division
Office of Pesticide Programs (7511P)

U.S. Environmental Protection Agency

One Potomac Yard

2777 8. Crystal Drive

Arlington, VA 22202

hoilis.linda@epa.gov

(703) 308-8733 (phone)

(703) 308-7026 (fax)

Visit hitp://www.epa.gov/pesticides

——- Forwarded by Linda Hollis/DC/USEPAUS on 03/04/2009 02:07 PM —

From: Elizabeth Fertich/DC/USEPANUS

To Linda Holls/DC/USEPA/US@EPA

Cc Pv Shah/DCUSEPA/US@EPA, Karen Samek/DC/USEPAUS@EPA
Date: 03/04/2009 02:01 PM

sujec: | NN - ovel leter
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Hi Linda,

Here is the copy of the approval letter you requested when speaking to Karen Samek. If you need
anything else please let me know.

[attachment "Acceptance letter for | rd” deleted by Linda Hollis/DC/USEPA/US]

Thanks,
Beth

Elizabeth Fertich

US Environmental Protection Agency
Office of Pesticide Programs
Registration Division (7505P)

Inert Ingredient Assessment Branch
fertich.elizabeth@epa.gov

703-347-8560
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P

Thomas C McEntee To Linda Hollis/DC/USEPA/US@EPA
T g cc Raderrio Wilkine/DC/USEPA/US@EPA
11/05/2008 09:31 AM bee

Subject Re: Status of Catnip Pending product applications

Ms. Linda Hollis,

Thank you for the e-mail. I look forward to the receipt of the deficlency
letters.

I have been in contact with [ 2fter he was able to return to his
office following Hurricane Ike.

I do expect to submit a renegotiated PRIA date for the formulations which
you have been handling. I'll endeavor to detail the date at which we
expect to submit the information on the inert or have it submitted directly
to you.

Thank you for all of your efforts with the applications and successful
completion of the technical grade product.

Tom McEntee
302 695 6856
978 335 8055 CELL

To
10/31/2008 09:06 Thomas C McEntee/AE/DuPont@DuPont
e cc
- wilkins.raderrio@epa.gov
Subject
Status of Catnip Pending product
applications

Dear Mr. McEntee: I am providing to you the status of the Catnip

pending applications. I do have good news and will provide that for you ,7 7 2

first. The techncial product application will be registered by the
due date of Nov er regard to all of the he remaining
en ch will be formulated with TGAI material, they are

deficient and will need to be renegotiated. For some time now there has
been a serious issue with regard to one of the inert components in the
formulations, i.e., the propiertary blend, the components of this blend
unfortunately are not cleared. We have been in communication with you
earlier this year and Karen Angulo did provide you with guidance as to
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how to proceed with the supplier of this blend. If fact, we do have
record of contact with who has provided us with
information, but unfortunately, not what we need. Communication on the
part of , did cease, and for that reason, we still are unable
to process or clear the components of the blend. You will be receiving
a detailed deficiency letter in the mail within the next week. However,
I need to communicate to you your regulatory options. You will either
need to renegotiate the due date for this products to be in line with
how soon h will be able to make the formal request to the
inerts branch as to what is needed and submit the information, in
addition to addresaini the data deficiencies that still remain with this

products. Again, is aware of what is needed and how to
submit as told to by EPA staff in the Inerts Branch. This
information must come directly from the supplier. Should you not
renegotiate and not make contact with the Agency, either myself or Mr.
Wilkins, then we will proceed with the issuance of a can not grant
letter by or on November 30, 2008. As explained to you in sarlier
letters, a can not grant letter will essentially put you out of a
scheduled work frame, i.e., no longer pria. We can still work on your
application, but there will be no scheduled time, Should vou elett to
renegotiate the date, keep in mind that Inert Clearance falls within the
scope of the Registration Division. They have indicated that they will
need four to five months to clear this inert, this time should be added
to the amount of time that BPPD will need to conduct review (of the
resubmitted information per the deficlency letter that is to come) and
make a regulatory decision. Having said this, the total amount of
renegotiated time will most likely be 8 months.

Your urgent response is requested.

Linda A. Hollis

Chief, Biochemical Pesticides Branch
Biopesticides and Pollution Preverition Division
Office of Pesticide Programs (7511pP)
U.S. Environmental Protection Agency
One Potomac Yard

2777 8. Crystal Drive

Arlington, VA 22202
hollis.linda@epa.gov

(703) 308-8733 (phone)

(703) 308-7026 (fax)

Visit http://www.epa.gov/pesticides

This communication is for use by the intended recipient and contains
information that may be Privileged, confidential or copyrighted under
applicable law. If you are not the intended recipient, you are hereby
formally notified that any use, copying or distribution of this e-mail,
in whole or in part, is strictly prohibited. Please notify the sender by
return e-mail and delete this e-mall from your system. Unless explicitly
and conspicuocusly designated as "E-Contract Intended®, this e-mail does
not constitute a contract offer, a contract amendment, or an acceptance.
of a contract offer. This e-mail does not constitute a consent to the
use of sender's contact information for direct marketing purposes or for
transfers of data to third parties.

Francais Deutsch Italiano Espanol Portugues Japanese Chinese Korean
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2 ¢ Y UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
m 8 WASHINGTON, D.C. 20460
it Pao“"é\& '

DuPont Chemical Solutions Enterprise =+ ‘ M

c/o Thomas C. McEntee 5,15 w IV

P.O. Box 80402 ﬂwv’f it

Wilmington, DE 1988-0402 ;%ﬂ % u/oy
3

(bl ©
Re:  Application for a new Biochemical pesticide Registration P"{’(
Refined Oil of Nepeta cataria

EPA File Symbol. No.: 71654-EN (TGAI), -EG , -ER, e 3 W
PRIA Due Date November 30, 2008

Dear Mr. McEntee: . |

Please refer to my email dated May 28, 2008 and deficiency letter dated April 16, 2008.
Your application remains deficient and we can not proceed with reviewing your application for
the end use formulations with the inert clearance issue being unresolved. We renegotiated the
Pria due dates for your products to reflect a date of November 30, 2008 with the understanding
that you would address the “all” of the deficiencies identified in the Agency’s letter dated
October 16, 2007, along with submitting the materials necessary for the Inerts Branch to review E
and possibly resolve. BPPD was informed by Karen Angulo and Prakasheha-Shah of the Inerts 4
Branch that you have not submitted the requested information in a formal request or petition to : 1
have the inerts reviewed for clearance.

Therefore, your applications for Biopesticide registrations referred to above, submitted in
connection with registration under the Federal Insecticide, Fungicide, and Rodenticide Act
(FIFRA), as amended, are not acceptable at this time. The Human Health Studies, however are
acceptable and satisfy the tier 1 biochemical data requirements for the TGAI and End-Use
products. The Product Chemistry and Product Performance data are not acceptable for the
following reason(s):

L CSF

EPA File Symbol 71654-EG (7% Lotion) ]
a. Provide a complete address and CAS registry number for the component ||l ~

b. Please change the CAS No. for [N
-

irfernet Address (URL) e http//www.epa.gov
Recycled/Recyclable ® Printed with Vegetable Oil Based Inks on 100% Posiconsumer, Process Chiorine Free Recycled Paper
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" ¢. Please provide a CAS No. for the active ingredient.

.. |

are not on the most recent on-line inert
ingredients list (August 2004). Please provide alternate components that are on the
EPA inert ingredients list or provide information to the inert ingredients branch
(IIAB) for listing these (contact in [IAB - Kerry Leifer, leifer.kerry@epa.gov).

e. Please provide the chemical identities for ||| | NG
]
s N S On the CSF.

f. Please a